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□ Responsive to communication(s) filed on 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Qug>V§35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever is 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

B Claim(s) 1-17 



. is/are pending in the applicat 



Of the above, claim(s). 
□ Claim(s) 



B Claim(s) 1-17 

□ Claim(s) 

□ Claims 



. is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved OJisapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □Some* OSOone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attach ment(s) 

B Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Application/Control Number: 09/300,612 
Art Unit: 1645 

DETAILED ACTION 

1 . The Group and/or Art Unit of U.S. Patent application S.N. 09/300,612 has changed. In 
order to expedite the correlation of papers with the application please direct all future 
correspondence to Technology Center 1600, Art Unit 1645. 

Sequence Requirements 

2. This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forfhln 37 C.F.R. § 1.821(a)(1) and (a)(2)"" 
However, this application fails to comply with the requirements of 37 C.F.R. §§ 1.821-1.825 for 
the reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. Full 
compliance with the sequence rules is required in response to this office action. 

Information Disclosure Statement 

3. Parts of Information disclosure statements submitted on 4/27/99 have not considered by 
the examiner because the IDS incomplete. All references cited by the applicant are not 
received by the office except the Patents. If the applicant wants the examiner to consider all 
the references cited, please provide a copy of missing articles. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1 and 2 rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1 and 2 are rejected as being vague and indefinite for the recitation of "made 
versus". Instead either the term "made against" or the term"specific for" is suggested. 

6. Claim 9 is rejected as being vague and indefinite. Examiner can not determine what 
limitations applicant intends in the claim. Therefore, for the purposes of applying prior art claim 9 
will be treated as if it recites the antibody of claim 1. ' 

7. Claim 17 is totally confusing to the examiner because the claim recites that antibody 
produces the first reaction product, which step is not taught by the specification. Antibodies do 
not form first reaction products. In the interest of compact prosecution examiner interprets claim 
17 to be reciting method steps as taught in specification, page 8. 

8. Claim 4 provides for the use of anti-LTNF as a reagent for the detection of biological 
toxins but, since the claim does not set forth any steps involved in the method/process, it is 
unclear what method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim 4 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, results in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101. See for example Ex 
parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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Because it is unclear what method steps applicant intends, this claim will not be further 
treated on its merits. 

Claim Rejections - 35 USC § 102 and 103 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

10. Claims 1-2, 5-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Lipps et al 
1996 (U.S.Patent No 5,576,297). 

Lipps et al teaches specific antibodies against LTNFs produced in mice. The antibodies 
reacted with both natural and synthetic LTNF (column 8 lines 3-10). In the absence of specific 
teachings the examiner assumes immunized animal produce antibodies in serum, therefore the 
claims 1-2 and 5-13 are anticipated. Lipps also teaches that his antibodies react with both 
natural and synthetic toxins, thereby anticipated claims 14-15. 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 

nonobviousness. ^ ^ ^ 

13. This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims 
was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

14. Claims 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lipps et al 
1996 (U.S. Patent No.5,576,297) in view of Harlow and Lane, 1988 (Antibodies: A Laboratory 
Manual; Chapter 7 and 14). 

Claims are directed to a composition which is an antibody to LTNFn and LTNFs and its 
use as a reagent for immunoassays such as ELISA. 

Lipps et al teaches Natural and synthetic lethal toxin neutralizing factors (LTNFn and 
LTNFs). The prior art teaches fractionation of opossum serum by high pressure liquid 
chromatography using an a anion exchange column. He further teaches amino acid sequencing 
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of the purified LTNF and synthesizing a 15 N terminal peptide which has similar neutralization for 
toxins (column 3, see summary of the invention). Furthermore, the prior art teaches that LTNFs 
are immunogenic and mice immunized with it are able to produce specific antibodies , which 
reacted with both natural and synthetic LTNF (column 8 lines 3-10). Lipps does not specifically 
teach the monoclinal antibodies, IgG's or an ELISA. 

it would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to use the teachings of Lipps et al to raise monoclinal and polyclonal 
antibodies to LTNF and use it as a reagent for immunoassays such as ELISA. Methods of - 
making monoclinal and polyclonal antibodies are well known in the art (since the immunogens 
are known from Lipps et al, 1996). Method s of making monoclonals would necessarily require 
production of hybridomas and ascites ( Harlow and Lane, 1988). An artisan of ordinary skills 
would have been motivated to raise antibodies to LTNFn and LTNFs because it would have 
helped in using them for different assays, such as toxin or binding assay as taught by Lipps et al 
(5,576,297 and 5,744,449). Furthermore, Harlow and Lane also teach that antibodies can be 
used in assays such as ELISA. 

In the absence of unexpected results, the person of ordinary skill in the art at the time the 
invention was made would have had a reasonable expectation of success of obtaining such 
antibodies and to use them in different assays for detecting toxins etc. The claimed invention is 
prima facie obvious in view of the prior art absent any convincing evidence to the contrary. 

Status of Claims 

15. No claims are allowed. 
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16. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Padma Baskar whose telephone number is (703) 308-8886. The examiner 
can normally be reached on Monday through Friday from 6:30 AM to 4 PM EST 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa, Ph.D can be reached on (703) 308-3995. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1235. " 

Padma Baskar Ph.D. 
2/25/2000 




ANTHONY C. CAPUTA 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 




Application No.:^ v , „ 

NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAhSmF 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R 1 821 - 1 8?5 fnr fh« 
following reason(s) «iortne 




. This application deariy fails to comply with (he requirements of 37 C.F.R. 1 821-1 825 AnnfiranPc 
t attention Is directed to these regulations, published at 1 1 14 OG 29, May 15. 1 990 and al55 fr 

2. This application does not contain, as a separate part of the disclosure on paper codv a -^„ an ^ 
Listing* as required by 37 C.F.R. 1 .821 (c). Py * be< l uence 

3 " 37 OF.a l!821(?) UenCe USUn9 " in oom P uler readaWe f0fm has no( been Emitted as required by 

f-| 4. A copy of the 'Sequence Listing" In computer readable form has been submitted. However the 
U content of computer readable form does not comptyvvtth mAT^ujremenls of 37 CF R^S?? 
■— and/or 1.823. as Indicated on the attached copy of the marked -up -Raw Sequence UsiFngT' 

□ 5. The computer readable form that has been filed with this application has been found to be damaoed 
and/or unreadable as Indicated on the attached CRF Ocskette Problem Report. A SubsWute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6. The papercopy of the "Sequence Listing- Is not the same as the computer readable from of the 
•Sequence Listing- as required by 37 C.F.R. 1.821(e). - orme 

r~J 7. Other ; 

(leant Must Provide: 

An loSia! or substitute computer readable form (CRF) copy of the "Sequence-Usting". f 

MMmS! °° Py ° f ******** Uslin9 "« as wett as an amendment directing its entry 

«^S2SflSf.x he 0001601 of tne paper and com P u(er readable copies are the same and, where 
{3£fJ& 1^d"° neWmatter " 3S requ5red by 37 C F R - t82t < e > or 1-8210) or 1.821(g) or 
For questions regarding compliance to these requirements, please contact: 
For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-421 2 
For Patentln software help, call (703). 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 
COPY FOR t 1 File [ ] Applicant 
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Please find below a communication from the EXAMINER in charge of this application 

Commissioner of Patents 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 
CFR 1.821(a) (1) and (a) (2) . However, this application fails to comply with the 
requirements of 37 CFR 1.821 through 1.825 for the reason(s) set forth on the 
attached Notice To Comply with Requirements For Patent Applications Containing 
Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

Applicant is given ONE MONTH, or THIRTY DAYS, whichever is longer, from the 
mailing date of this letter within which to comply with the sequence rules, 37 
CFR 1.821 - 1.825. Failure to comply with these requirements will result in, 
ABANDONMENT of the application under 37 CFR 1.821(g) . Extensions of time may be 
obtained by filing a petition accompanied by the extension fee under the provisions 
of 37 CFR 1.136(a) . In no case may an applicant extend the period for reply beyond 
the SIX MONTH statutory period. Direct the reply to the undersigned. Applicant is 
requested to return a copy of the attached Notice to Comply with the reply. 

Any inquiry concerning this communication should be directed to 
at telephone number (703)30 



